NEGOTI ATED RULEMAKI NG COW TTEE ON
THE SHARED RI SK EXCEPTI ON

M NUTES'

Sept enber Meeti ng
Sept enber 9-10, 1997
Washi ngton, D.C

On Septenber 9-10, the Negotiated Rul emaking Commttee on
t he Shared Ri sk Exception held a negotiation session.
(See Attachnment A for a list of appointed Cormittee
Menbers and their Alternates who attended the neeting.)
The purpose of the neeting was to hear a presentation on
t he new Medi care+Choi ce program to discuss options for
resolving the "primary issues"” identified at the July
meeting, to identify reasons why Menbers coul d not concur
with particular proposed options, and to determ ne the
next steps in the negotiations.

The neeting was noticed in the Federal Register and was
open to the public. The neeting was held in the HHS
Cohen Buil ding i n Washi ngton, D.C.

FI RST DAY, SEPTEMBER 9, 1997

Facilitator Judy Ballard introduced Jeff Sacks (who was
assisting her in the absence of her co-facilitator),
asked Comm ttee Menbers/Alternates to introduce

t hensel ves since there were sone observers, and then
reviewed the proposed neeting agenda.

Presentati on on Medi car e+Choi ce Program

Tracy Jensen of HCFA' s Center for Health Plans and

Provi ders gave an overvi ew of the Medi care+Choi ce program
under a new part Cof title XVIIl of the Social Security
Act (Act), as enacted in the Bal anced Budget Act of 1997
(BBA). She expl ai ned, anong other things, that a

Medi car e+Choi ce plan nmay be: A) a coordinated care plan;
B) a conbination of a Medicare Savings Account (MSA) plan
and contributions to a Medicare+Choice MSA, or C an
unrestricted private fee-for-service (FFS) plan. A

! These minutes were prepared by the

facilitators for the convenience of the Commttee Menbers
and shoul d not be construed to represent the official
position of the Conmttee or of any Menber on what
transpired at the neeting.
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coordinated care plan is a plan that provides health
services and could include: 1) health nmaintenance

organi zati on (HMO plans (cl osed provider networks, with
or without point of service options); 2) plans offered by
a provider-sponsored organi zation (PSO; and 3) preferred
provi der organi zation (PPO plans (fee-for-service plans
wWth incentives to use network providers). A coordinated
care plan could be an HMO al ready contracting with HCFA
under section 1876 of the Act on a risk basis, but the
pl an woul d no | onger have to neet the 50/50

(Medi care/ commercial) enrollnment rule. O herw se,
section 1876 contracts will be phased out, with no

provi sion under Part C for cost-based contracts.

Except for MSA plans, each Medi care+Choi ce pl an nust
provide all Part A and Part B benefits to enrollees in
exchange for a capitated rate. To be a Medi care+Choice
organi zati on, an organi zati on nust be a public or private
entity that is certified by HCFA as neeting specified
requi renents, including quality of care requirenents.
Organi zations that are certified as neeting these

requi renents may contract with HCFA. Except for certain
PSCs, a Medi care+Choi ce organi zati on nust be organi zed
and licensed under State |law as a risk-bearing entity
eligible to offer health insurance or health benefits
cover age.

A PSO is defined (in section 1855(d) of the Act) as "a
public or private entity"--

. that is established or organized and operated, by a
health care provider, or group of affiliated
provi ders,

. that provides a "substantial proportion” of the

health care itens or services directly through the
provider or affiliated group of providers, and

. with respect to which the affiliated providers share
"directly or indirectly, substantial financial risk
Wi th respect to the provision of such itens or
services" and have at least a majority financial
interest in the entity.

Any coordi nated care plan that has a physician incentive
plan (PIP) that places a physician or physician group at
"substantial financial risk (as determ ned by the
Secretary) for services not provided by the physician or
physi cian group,” nust neet certain requirenents.
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An FFS plan (FFS Panel) woul d be rei nbursed on a
capitated basis from HCFA and then rei nburse providers on
a fee-for-service basis, but the reinbursenent rates
could not vary based on utilization. The plan would not
be allowed to put the providers at risk, but could get

di scounts fromthe provider's usual and customary rates.

Di scussi on of Potential Relevance for Conmittee
Negoti ati ons

After the presentation, the Conmttee di scussed the
fol |l ow ng:

. Whet her a techni cal anendnent to section 216 of
H PAA (the Shared Ri sk Exception) would be proposed
by the Secretary since section 216 refers to
"eligible organi zati on under section 1876" and the
BBA does not address the effect of phasing out the
1876 contracting program and substituting a new one,
but does require the Secretary to propose conform ng
amendnent s.

. Whet her the references to "substantial financial
risk" in the new Part C are relevant for determ ning
what is "substantial financial risk™ for purposes of
t he Shared Ri sk Exception

. Whet her the new | egislation otherwi se affects the
negoti ati ons.

The HHS/ I G representative indicated that he was not aware
of any proposed technical anmendnent. He said that the IG
woul d not read the reference to "eligible organization
under section 1876" broadly to enconpass al

Medi car e+Choi ce organi zati ons. He indicated that the
test concerning whether to provide protection for

Medi car e+Choi ce contractors simlar to what is in effect
for section 1876 contractors woul d be whet her the purpose
of preventing overutilization would be net by broadening
the first part of the exception. He indicated that this
i ssue had not been fully evaluated and that there was
some concern in particul ar about protecting FFS Panels
and PPCs. He then addressed the broader question about
the scope of Commttee negotiations. He noted that the
notice of intent to negotiate had indicated that the
scope was |imted to what was protected under section 216
of H PAA (rather than extending to existing or new safe
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harbors). He stated, however, that he was anenable to
hearing Commttee Menbers' views on the broader policy

i ssues, such as whether the personal services safe harbor
shoul d be anmended, not as issues to be resolved in a
section 216 rule, but as a potential subject for a future
rul emeki ng. He said that he recogni zed that section 216
may cover only part of the nmanaged care arrangenents that
shoul d be protected.

Several Comm ttee Menbers expressed concern about the
possibility of there being no conform ng anendnent to
section 216, which could nean that any Committee
consensus could not cover a large portion of the managed
care arrangenents. One Menber noted that even FFS Panel s
and PPCs woul d be capitated under the new program which
woul d appear to neet the anti-kickback concern.

Wth respect to the references to "substantial financial
risk" in the new legislation (see Appendi x B for these
provi sions, with additional context), one Menber
expressed concern that definitions of the termfor

pur poses of the new Part C program m ght have an effect
here, given that sone had suggested that the current PIP
rule definition should be used as a benchmark. O hers
indicated that this should not be a concern, since (like
the current PIP rule) the context and purpose is
different. No one appeared to disagree with this.

There was sone di sagreenent, however, about the rel evance
of the FTC antitrust approach to "substantial financial
risk.” One Menber said it was irrel evant because the FTC
policy does not have the anti-kickback goal of stopping
overutilization and, therefore, permts a provider to
order as many services as possible. The opposing view
was that the FTC approach is intended to be flexible
about letting a new product enter into the market to
enhance conpetition (so |l ong as the conbi nati ons woul d
not drive the price up), and that the goal of the
exception is simlarly to facilitate the formati on of
certain types of organizations, so long as there is no
abuse. Even if FFS is involved, another Menber said,
abuse can be prevented if the organizations are bidding
agai nst each other for patients.

Di scussing Options for Resolving the Primary | ssues

The facilitator then explained that the purpose of
di scussing options at this neeting was to achi eve
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consensus on broad concepts, if possible. If a Menber
did not concur in an option being discussed, the Menber
woul d have the responsibility of stating reasons
(underlying needs and concerns), which would then be
recorded and used to generate new options. Resolutions
will have to take all needs and concerns into account.
She noted that, in addition to the options that had
previously been submtted to her and distributed to the
Commttee, two other sets of options had been distributed
that nmorning. (Al of these options are included in the
docunent at Appendix C. These mnutes refer to those
options by |Issue G oup designation, such as *G oup, and
nunber, rather than by identifying themto any particul ar
Commttee Menber. The m nutes bel ow i ncl ude new or

nodi fied options generated during the neeting, as well as
consensus itens, and these are also included in Appendi x
C, along with consensus itens fromthe July neeting.)

~GROUP

The Commttee first discussed the ~G oup (About G oup) of
i ssues and reached the foll ow ng CONSENSUS:

For purposes of this rule, there is no functional
di fference between a wi thhold and a bonus.

* GROUP
The first two issues in the *Goup (Star G oup) are:

* Does the | anguage of the |aw (exception) cover
anything but the top relationship between MCO and first
| evel contractor?

* What constitutes an “rganization” (Can it be a
provider? an | PA?)

The Comm ttee generally discussed these issues as
relating to whether the exception protects risk sharing
arrangenments "downstreant fromthe "first tier"

rel ati onshi p between an MCO and i ndividual or entity
providing itens or services, or a conbination thereof.
One Menber began the di scussion by suggesting that you

| ook at it fromthe bottomup, rather than the top down,
so that you'll be OK if anyone bel ow you is at
substantial financial risk.
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Anot her sought to clarify whether the Commttee was
addressing the first part (first prong) of the exception
or the second prong. After that, Menbers tried to

di stingui sh when they were addressing the first prong and
when the second.

The maj or concern expressed with respect to the first
prong related to the statutory | anguage of the first
prong, which protects--

remuneration pursuant to a witten agreenent between
an organi zation and an individual or entity
providing itens or services, or a conbination

t hereof, where the organization is an eligible
organi zati on under section 1876 .

One Menber said that an "eligible organization"” has to be
an organi zation with a Medicare contract, so the first
prong could not extend to renuneration between any ot her
"organi zation" and a provider.

The Comm ttee then began to consider the second prong of
the exception and to identify the needs/concerns of those
who nonconcurred in conmbined Options 3 and 4 in the
*Goup: briefly, only the top relationship between the
MCO and first |evel contractor qualifies; "organization"
means a "health plan" as defined under current safe
harbors. Those needs and concerns were that--

. this woul d excl ude nost existing risk sharing
arrangenents;

. the market may be better off if you all ow
flexibility;

. di scour agi ng subcontracti ng woul d encour age
aggregation into one |evel;

. the effect would be that no risk would be assuned at

the provider |level where there is the nost
opportunity to manage ri sk and control costs;

. reserving protection for the "first tier" would not
provi de a safe harbor for those at |ower |evels;

. nost health plans are already covered under the pre-
pai d plan safe harbor

. if lower levels have no incentive to manage ri sks,

this underm nes the effectiveness of first tier
arrangenent s;

. the term"health plan"” would need to be defined
(need to figure out new definition proposed);
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. a mpjority of provider types would have their
arrangenent s unpr ot ect ed.

There was al so consi derabl e di scussi on of whether there
needed to be substantial financial risk at the first tier
in order to protect downstream arrangenents. One health
pl an representative said she could not imgine the
situation where there was risk below, but not risk above,
but one provider systemrepresentative asked what about a
pl an paid on an FFS basis with capitated paynents | ower
dowmn? A | aw enforcenent representative expressed the
concern that what happens at tier one will nmake a
difference with tier two and tier three. Specifically,
he said that letting any provider be an "organization"
woul d give rise to a real anti-kickback concern because
provi ders payi ng ki ckbacks to one anot her can have
contracts with each other that [ ook |ike risk sharing but
are really referrals because the providers control the
"target utilization." He said there needs to be atieto
the first tier or otherwi se the target can be set
artificially low or high and there is no risk sharing
arrangenent .

O her Menbers acknow edged the |egitinacy of this concern
al t hough sonme said that the potential for this abuse can

exist at any level. One Menber said basically: if it's a
sham it's a sham and if you can't show that the risk is
"real ," you do not qualify for the exception. The test,

he suggested, should be whether the arrangenent
acconpl i shes the goal of preventing overutilization. He
al so expressed sonme concern, however, about whether the
proper incentives occur if there is no risk sharing at

t he top.

There were differing views on whether fitting into the
form (but not the substance) of a transaction would be
sufficient to qualify for protection. Oher Commttee
Menbers suggested defining substantial financial risk so
t hat sham transacti ons cannot qualify. One Menber
suggested that a possible resolution wuld be to define
substantial financial risk to make sure that the risk is
actuarially valid risk. Another nmade the process
suggestion that once the Conmttee had a nodel, the
Comm ttee could think of ways to subvert the nodel

The Conmmittee did not reach consensus on this issue since
one health plan representative indicated that he woul d
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prefer not now saying that, if there is no risk on top,
there i s none bel ow

After lunch, a representative of the long-termcare
industry indicated that he did not |ike to keep putting
of f resol ving whether the exception could apply bel ow the
first tier arrangenent. |If this issue is not negotiable,
he said, he would not need to be here, and this would

| eave the state of the law as it now stands, which is
very confusing for his constituents.

The facilitator asked the | aw enforcenent representative
pronoting the limt to "health plans" to give her
reasons. Statutory construction was given as the basis
for the position, under the rationale that the | anguage
in the first part of the exception refers to "eligible
organi zati ons under section 1876", which are health

pl ans, and therefore, in context, the term "organi zation"
shoul d al so be read as referring to health plans. A
heal th plan representative stated that he could
understand this statutory construction argunent, but
suggested that, fromhis experience, the term
"organization” is not a termof art, even in this
context. He suggested that the Commttee shoul d ask:
"What are the array of legally permssible
interpretations that we can choose that are nost
consistent with the purpose of the statute?" Looking at
the statutory purpose of allowing a full range of risk
sharing arrangenents, he said, would support a broader
interpretation because otherwise a mgjority of the risk
sharing arrangenents woul d not be protected. A physician
representative noted the broad neaning of "organization"
in the health care industry. Another Menber read from
the legislative history of the shared risk exception,
giving his opinion that the legislative history supports
a broader interpretation.

The facilitator then asked how the Cormittee woul d
address the concern of the Conmttee Menber who wondered
why he was here if the issue of what is an organization
is arguably off the table. One Committee Menber said
that, if organization only neans health plan, three
fourths of the Commttee Menbers could go home, and that
there woul d be no need to define substantial financial
risk since the prepaid safe harbor addresses nost pre-
pai d heal th plans.

The facilitator raised a process concern, noting that (as
t he convening report had said) it is inportant in a
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negoti ated rul enmaki ng that an agency identify any issues

that are outside the scope of the negotiations before the
negoti ati ons begin, so that Commttee Menbers know before
they commt their resources. She noted that the issue of
what is an "organi zation" had not been identified as such
an i ssue. The proponent of the "health plan" definition

then indicated that the issue is not off the table.

She further said that, while she could not conceive of a
situation where the first prong (which does not inplicate
ri sk sharing) could be read as applying to |l ower tiers,
there was less clarity as to the second prong. After the
| anguage of the exception was displayed, however, she did
clarify that | evels downstreamfromthe 1876 organi zation
could be protected by prong two. No one expressed

di sagreenent with this.

There was then further discussion of whether al
arrangenents downstream fromthe 1876 organization in a
full capitation nodel should be protected. One Menber
noted that Option 6 in the *Goup is: The exception
covers each contracting tier fromthe MO (or other
payor) through to the provider of services. The HHS/ IG
representative acknow edged the strength of this
argunment, indicating that the 1G would be | ooking to
clarify this for other safe harbors, but pointing out
that not all 1876 contracts are risk contracts--sone are
cost - based.

Al Conmittee Menbers present except one concurred that
only the first tier relationship would be protected under
the first prong. The nonconcurring Menber reserved
concurrence, indicating a need to consult with
constituents. A Menber then asked for clarification of
whet her the first prong would cover a Federally Qualified
HVO (FQHMO), even if the FQHMO did not have a Medicare
contract wwth HCFA. The Conmittee reached CONSENSUS

t hat - -

An FQHMO does not have to have a Medicare contract
to be an "eligible organization under section 1876."

Returning to the second prong, the Conmttee clarified
that there were the followng three options for resol ving
this issue:

A. Only a health plan can be an "organi zati on"
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B. Each contracting tier fromthe MCO (or other
payor) through to the provider of services would be
pr ot ect ed.

C. Lower tiers could be protected, but only if

prot ected above.

Havi ng previously identified needs/concerns for the first
two options, the Conmttee identified the follow ng for

Option C

. How do you check whet her higher tiers are protected,
especially if you are at the fourth or fifth tier?

. [ What protection does this add given what] is
al ready covered by existing safe harbors?

. Attorneys mght not be able to give any opinion that

an arrangenent woul d be protected.

The Comm ttee decided to set aside whether it is
significant whether risk is assuned higher up, until the
Comm ttee exam nes specific arrangenents. Additional
concerns for either approach were identified:

. W11 the approach have an unintended effect in the
mar ket pl ace and | ead to i nappropriate arrangenments?
. WI1l the standard for protection be so high that it

affects quality?

The third issue in the *G oup was then di scussed
separately fromthe others since some Menbers did not
agree with the prem se of the issue. Menbers reached

CONSENSUS t hat - -

Even if the exception only applies to the first
tier, it does not nmean that the downstream
arrangenents are necessarily kickbacks. Sinply
because sonet hing does not fall wthin a safe harbor
does not mean that it is per se illegal.

Q GROUP

Beneficiary representatives asked to discuss how to
address a quality concern in the rule, for exanple,
guestions such as:

. If too small a group is capitated or if an incentive
is tied too closely to an individual's treatnent and
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services are poor, should it be treated as a

ki ckback?

. Are there corridors of capitation or types of
incentives that are beyond the pal e?

. Are sone types of risk "shoving" onerous?

Option A (witten agreenent nust include incentives to
meet quality standards) was di scussed and the follow ng
needs/ concerns identified:

. This woul d affect many existing contracts that do
not contain such incentives.
. This would be too conplicated, and PIP rul es al ready

address underutilization, the flip side of the
overutilization that is the anti-kickback concern.

. There are already a host of protections and | aws
(Quality Qutconme Measures), sone of which have given
rise to a private right of action, so providers
woul d be "gun shy" about addi ng new ones.

. This would nean less flexibility in the nmarketplace
under the Fal se O ains Act.
. How woul d you eval uate what's an appropriate

incentive, especially if no quality standard exists
ot her than accepted community practice?

One beneficiary representative later said that Option 1
could be nodified so that the incentives could nerely

i ncor porate existing standards, rather than addi ng new
ones.

An option discussed as Option B (not previously proposed)
is to address quality concerns as part of defining what
is "substantial financial risk"--by not setting the |evel
too high or by requiring that sonething be in the
contract if the level is set high so as to cause a
concern for underutilization.

Option C (proposed as Option 2 on Appendix C) is to say
that, if a provider is out of conpliance with a quality
standard, the exception would not apply. Sonme Menbers
strongly objected to this option, identifying the
fol |l ow ng needs/ concerns:

. | f you link protection to conpliance with quality
standards, protection could be |ost for one m nor
procedural nonconpli ance.

. Providers are subject to nmultiple audits al ready.

. There are no standards for doctors.
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This led to the suggestion for Option D the witten
agreenent woul d include incentives to neet existing
standards. The reaction was that this would still not
address a concern that this would add anot her group of
people interpreting quality standards and cause probl ens
if they interpreted the standards differently. It was
noted that there are already conflicts caused if
standards i nposed by an MCO are different from applicable
State or Federal standards.

One Menber suggested Option E: If there is an existing

| aw or accreditation standard that applies to the

provi der, accept that; require that there be an incentive
in the witten agreenent only where no existing | aw or
accreditation standard applies; also, you would not need
an incentive for any group that contracts with an MCO
that is accredited or subject to existing | aws on
quality, because the MCO woul d have an obligation to
ensure that quality standards were nmet. Menbers
identified as needs/concerns for this option:

. This woul d be tough to apply - what do you neasure
agai nst ?
. What do you need to |l ook at to see whether you are

prot ect ed?

Option Fis to add nothing new, but to say that the
overall quality test would be whether the arrangenent
provi des an incentive to overutilization. The follow ng
were identified as needs/concerns for this option:

. The maj or consuner concern with the exception is
underutilization.

. This assunes that all levels are healthy and that
the entity will ensure that appropriate care be
provi ded.

. Congress identified "the extent to which the risk

sharing arrangenent provides an incentive to control
quality of care" as a factor to be taken into
account, which shows a concern with nore than just
overutilization (but does not necessarily nean that
quality standards are required).
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Option Gis to have in the rule that quality of care
oversight nmust flow down. The follow ng were identified
as needs/concerns for this option:

. What happens if you do not have any quality
standards that apply?
. What if there is a conflict between the MCO s

standard and a Federal standard?

One representative of the pharmacy industry noted that no
quality standards apply to the fornulary arrangenents at

i ssue there, so he would not object to sonme quality
requirenent there in order to get protection.

+GROUP

The +Goup of options (Plus G oup) address prinmarily what
is a risk-sharing arrangenent (RSA), and whether straight
capitation constitutes risk sharing. The discussion
resulted in a QUALI FI ED CONSENSUS on what was identified
as Option 1 for the +Goup, was nodified during

di scussion, and concurred in--with the understandi ng that
sonme questions remained. The nodified option is:

A risk sharing arrangenent is one in which at |east
sone "real" risk is transferred to or shared with a
second party. The first party need only retain
ultimate liability for the services. For exanple,
in a straight capitation froman MO to a capitated
primary care provider, alnost all of the risk for
primary care services has been transferred to the
provider. However, if the provider fails to provide
the required care under the agreenment with the MCO
the MCO remai ns responsible to find anot her provider
to provide prinmary care services.

The remai ni ng questions that qualify the consensus are:

. Does risk sharing include being "at risk"?
. How coul d a capital contribution be a sharing of
risk?

Wiile it was noted that section 216 nentions the degree
of capital contribution as a factor to be consi dered,
none of the Comm ttee Menbers present said they knew the
reason for this. One suggested that capital contribution
m ght go to the idea of preventing "shant arrangenents.
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The neeting was adjourned for the day at about 5:00 p. m

SECOND DAY, SEPTEMBER 10, 1997

The Conmmittee reconvened at about 9:00 a.m on
Sept enber 10, 1997.

| dentifying Additional Needs/Concerns Related to Options
Previously Di scussed

The facilitator began by asking if Commttee Menbers had
addi ti onal needs/concerns related to the options
consi dered the day before, and the follow ng were |isted:

. The need for the Conmittee to be clear which prong
it is addressing at any point in tineg;

. A primary concern being to nmake sure downstream
arrangenents are protected;

. A caution regardi ng adopting particular quality

standards where there is a continual inprovenent
process in devel opi ng standards;

. A concern with maki ng sure that the rul e does not
di m ni sh quality;
. A concern that in order to make Medi cai d nanaged

care work the top tier will have to find soneone
down the Iine to accept capitation;

. A concern about cost fromthe consuner perspective:
what effect the rule will have on affordability;
. A concern about adding quality requirenments where

exi sting standards already raise problens with
proprietary information; and

. A concern that quality not suffer--not necessarily
addi ng new standards, but no disincentive to
qual ity.

Some Menbers al so commented on how productive the

previ ous day had been. Several nmade a process suggestion
that the Commttee should focus on particular practices
that should be protected and those that should not be
protected--for exanple, in discussing rebates, it m ght
help to find out what people want to protect and to

di scuss whether rebates are K if coupled with financi al
risk or a kickback

Di scussing Options for Resolving the Renmining Goups of
| ssues

>GROUP
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The Commttee first addressed the issue fromthe >G oup
(Greater than Goup): what itens and services, or

conbi nation thereof are covered by the exception, in
light of the | anguage "obligated to provide." The
Commttee agreed that this is a second prong issue only.
Three categories of possible covered itens and services
were identified and clarified, wth two subcategories for
Category 3, as follows:

Category 1. Those the individual or entity provides
directly by enpl oyees.
Category 2. Those the individual or entity is
financially responsible for (including subcontracts if
the individual or entity pays the subcontractor, the MCO
pays the subcontractor on behalf of the individual or
entity, or the subcontractor is paid by reinsurance the
i ndi vidual or entity has obtained).
Category 3. Those for which the individual or entity
does not receive paynent but for which the individual or
entity may be rewarded:
Subcategory A. Those where there is a cl ose
rel ati onshi p between the conpensation the individual
or entity receives and particular itens or services.
Subcat egory B. Those where conpensation is tied
collectively to efficiencies.

One Menber noted that the PIP rule says that the types of
i ncentives in both subcategories are included in
determ ning whether there is substantial financial risk.

The Comm ttee reached CONSENSUS that the itens and
services in Categories 1 and 2, as described above, are
covered by the phrase "obligated to provide".

Committee Menbers who did not concur in including
Category 3 listed the foll ow ng needs/concerns if
Category 3 is covered:

. Are these itens and services captured within the
words of the exception (even if there is a
relationship fromthe policy perspective)?

. The exception woul d be harder to apply to this
category if there is no bright line test for what
constitutes substantial financial risk.
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Comm ttee Menbers who wanted Category 3 to be included
expressed the foll owi ng needs/concerns if Category 3 is
not covered:

. This m ght push physicians into arrangenents for
whi ch they are not ready;
. This would make it nore difficult to align
i ncentives (for exanple, nedical group/progran);
. G oups have to balance FFS/MC work in putting
t oget her sal ary structures;
. Need to create cultural integrity;
. Have to consider individual's outcones as part of a
programto nmanage costs;
. Need to bal ance many things in determning an

appropriate conpensation strategy, including self-
referral and PIP | aws;

. Bundl i ng of nursing hone reinbursenent is a natural
tie-in to risk-sharing--since SNFs now nust bill for
all services (except physician services), they need
to subcontract.

One Menber suggested that an option to either including
or excluding Category 3 would be to include subcategory
A, but not subcategory B. Concerns with this option
wer e:

. Provi der incentive plans being devel oped are usually
a conbi nation of the two subcategories; and
. Sone provider groups (especially physicians or those

in rural areas) are not ready to take on ful
financial responsibility for all services and you do
not want to push theminto arrangenents they are not
ready to handl e.

The Commttee then turned to the issue in the >G oup of
whet her the itens and services nust be nedical
identifying the answer "No" as Option 1 (for resolving
this issue with respect to the second prong of the
exception) and the followng as Option 2 for the second
prong:

The services nmust be health services or reasonably
related to the provision of health services (which
woul d include patient education, attendant soci al
services |like case nanagenent, and di sease
managenent ) .

Needs/ Concerns of those nonconcurring in Qption 2 are:
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. What does "reasonably related" nean? -- could it
include a trip to an exotic place as a reward for
per f or mance?

. Woul d marketing be specifically excluded?

. Wbul d things |ike software prograns, in-service
training, and infection control be included, or
cal |l ed marketing instead?

. What if what you receive has a broader application
to FFS patients? Could you allocate betwen FFS and
MC patients? Wwuld there be a "pull-through" effect?

. Is this broad enough to enconpass gat ekeepi ng
functions, which should be included?
. When woul d there be a potential kickback?

During the discussion, it was noted that there is a
stronger argunent that the first prong of the exception
covers all itens or services, including marketing fees,
than for the second prong, where there has to be
"substantial financial risk for the cost or utilization"
of the itens or services. The concern of those who want
to cover marketing fees is that it is inportant to have
i ndependent agents help consuners to conpare plans. The
concerns of those who want to exclude coverage are that
t here have been marketing abuses (particularly in

Medi caid), and that, as a policy nmatter, the MCO woul d
have nore responsibility for what a marketer is saying if
the marketer is under the MCO s supervision. One
representative of health plans described two opposi ng
views: (1) that supervision by the MCOis better; and
(2) that the independent agent has the consuner, rather
than the MCO as the client, and this is better.

Anot her issue in the >G oup that was nentioned was the
guestion of whether the services need to be nedically
necessary services. A question had been rai sed about
where in the statutory | anguage this idea was. The
Committee did not fully discuss this issue. Also, part
of one issue in this group (whether the services needed
to be listed in the agreenent) was noved to the #G oup of
issues related to defining “witten agreenent”

oGROUP

After lunch, the Commttee took up the e¢Goup (Bull et

G oup) of issues, first addressing: Wat is the effect
of pooling risk on whether it's "substantial financial
risk"? One Menber gave the followng view |f you
aggregate |ives across plans or product |ines, the anpunt
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of risk is reduced. This is recognized in the PIP rule,
which allows for | ess conprehensive stop-loss protection
if nmore lives are involved. The nore you aggregate, the
nore ri sk can be assunmed because the risk becones nore
predictable. On the other hand, to pronote efficient
delivery, you want the risk to have an inpact. If you
have ten doctors' groups, one of which is doing poorly,
there is less incentive for themto inprove if there is
pooling of risk and the others do well.

Anot her Menber expressed the concern that if you nmake the
exception broader, to enconpass pooling, the arrangenent
m ght include one risky deal (that seened to be
substantial financial risk) and one "sweetheart" deal

that neant the risk was not real. The question was

rai sed: "Risk of what?--risk of providing nore services
or risk of losing noney?" One |aw enforcenent
representative said that prong 2 refers to a single
witten agreenent, so the substantial financial risk and
ri sk sharing would have to cone within the framework of a
single witten agreenent. There was no concurrence about
this.

This led to a discussion of the option of saying that
each arrangenent had to involve substantial financial
risk, and this becane the nodified option: the risk
within each witten agreenent nust be substantia
financial risk. The Commttee reached Qualified
Consensus to adopt this option. One Menber who qualified
his concurrence said that it would depend on what is
enconpassed within "itens or services," but that he may
concur if the itens or service nust be "reasonably
related", as discussed earlier. Qhers expressed a
concern wi th making sure that the wordi ng woul d not
exclude the risk a small entity assunes where there is
pooling, for exanple, if a small rural entity has
mul ti ple agreenents. Small entities m ght need to pool
risk in order to obtain access to stop | oss insurance.
There was al so concern about whet her one contract
covering services provided at seven different facilities
woul d be covered. One Menber noted that the statute says
to take into account the size and type of the
arrangenent .

The foll owm ng questions were al so raised: Wat happens
if there is only one witten agreenent, but the chance
for a bonus depends on the overall performance of either
the HMO or other providers? 1Is this out because the
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itens or services are not ones the individual or entity
is "obligated to provide"? Can you calculate that factor
in? How do you take into account the inpact on the

i ndi vi dual provider? How do you take into account the
size and type of the provider?

The Comm ttee then di scussed whether the definition of
"substantial financial risk"” (SFR) should be in nunerical
or nonnunerical terms. Needs/Concerns of those who could
not concur in defining SFR in nunerical ternms are:

. Thi s does not take into account differences anong
provi ders.
. The evolution in the marketplace is significant and

happening in a short tinme franme--nunerical standards
woul d keep the market from evol vi ng.

. Any nunerical approach woul d be crude and not be a
sophi sticated surrogate for what actuaries use to
define risk

. The acceptability of a nunerical standard would
depend on what it is a factor of--%of revenue of
all kinds (versus revenue fromthe specific
contract) is unacceptable.

. It would be hard for the Commttee to do it: there
woul d have to be subcategories (dependi ng on type of
providers, e.g. rural, and types of risk, e.g.
capitation paynents); this would be conplicated; and
this would be difficult to nake clear

. The lack of flexibility would cause market
di stortions.
. The Comm ttee may not have the expertise to do this;

it would nmake the whol e process take | onger and
require a primary research project since the data to
make it work does not exist.

. Nuneric standards m ght be set higher than what is
necessary to be effective.

. The existing PIP nuneric standard does not fit here.

. PIP has a different purpose.

. The Commttee would first need to pick a

met hodol ogy, such as the PIP percent for referral
services and a different percent for others.

. If a bright line is set, leaving a gray area, this
| eaves people trying to conply with the | aw w t hout
any | egal standards/principles to guide themand, in
effect, neans that arrangenents outside the bright
line will be treated as illegal; with no | egal
principles, the mtter is left to prosecutori al
di scretion.



20

The followng were identified as needs/concerns if a
nonnuneri cal standard is used:

. How could a | awyer give a clean opinion if there is
not enough certainty regardi ng what the exception
covers?

. In the crimnal |law arena, clarity is particularly
i nportant because guilt wll be decided by a jury.

. The major criticismin the anti-kickback area in the

past has been that it's too gray; this is an
opportunity to tell people what's |egal and that is
what Congress intended in requiring that the rule
establish standards.

. A nonnunerical standard would not neet | aw
enf orcement needs.

The Commttee then identified sone new options. New
Option Ais to say that any risk that is downside
(foregoi ng sonmething that the individual or provider

m ght otherw se be entitled to, such as an agreed to fee)
woul d be consi dered substantial. The concern expressed
with this option was the view that any distinction

bet ween downsi de and upside risk i s neaningless. One
Menber pointed out that the Commttee had al ready reached
consensus that functionally, there is no distinction

bet ween bonuses and wi thholds. Another problemwth this
approach, one Menber said, would be that the downside
risk may be too snmall to provide any incentive.

New Option B has two conponents: 1) have a requirenent
for a bonus, w thhold, or other incentive for efficient
behavi or and state the principles behind this; and 2)
include an elenent to add credibility (for exanple,
actuarial soundness to prevent a "shant)--a recogni zabl e
standard. A Menber expressed a concern that the

Comm ttee may be tal king about things it does not
understand. The facilitator noted, however, that

Comm ttee Menbers had indicated during convening that
they were willing to conmt the resources to nake the
process work, which could include obtaining technical
experti se.

New Option Cis a hybrid test that would construct a
bright line test to protect sone arrangenents, and then
set out principles that could be used to anal yze ot her
arrangenments (for exanple, whether the arrangenent is
commercially reasonable). This would reflect the
antitrust approach, one Menber said.
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New Option D would | ook at the intended purpose and
effect of the arrangenent regarding cost and quality, and
then | ook at the actual effect of the arrangenent,
setting out factors for analyzing it. A concern was

rai sed by a | aw enforcenent representative that this
woul d be too hard to prove. One Menber comrented that an
argunment that an exception applies could be viewed as an
affirmati ve defense that the proponent of the argunent
woul d have to prove, rather than the |l aw enforcer. He

al so noted that juries do apply nonnuneric standards,
such as in conplex securities cases.

New Option E was described as two parts, with capitation
covered and a "quantity-based" test, the purpose of which
is to define the degree of incentive needed to prevent
overutilization, which could vary by type and size of
provider. The proponent of this option acknow edged t hat
quantity-based probably nmeant nuneric (but varying the
test according to type and size coul d address concerns
with using a single nuneric standard). He also

acknow edged that a percent |ike 25% (from PIP) woul d be
ridiculously high for hospitals. Needs/concerns
identified for this option were that a bright |line test
woul d drive the market and that nobody knows what the
bright |ine should be.

New Option F was a conbi nati on of: A. Bright line tests
that you could neet to be protected; and B. A series of
factors that, if net, would also protect the arrangenent.

Several Menbers then pointed out that, however the

Comm ttee defines SFR, the Committee will have to explain
what it did and why. This led to a discussion of a
process by which part of the Conmttee could generate
details of an option or options for nunerical tests and
anot her part of the Commttee could generate a nonnuneric
option or options. As a result of this discussion, the
Comm ttee concurred that--

. Bet ween now and the October neeting, Menbers
interested in devel oping nuneric options wll neet
in caucus and Menbers interested in devel opi ng
nonnuneric options wll neet in caucus.

. At the start of the October neeting, Menbers wll

call a caucus, so that the two groups can continue
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di scussion with the Menbers from out of town before
presenting the options to the full Commttee.

. The Commttee will reconvene at 1:00 to have the
options presented and di scussed.

The Comm ttee al so di scussed obtaining sone actuari al
assi stance, possibly by tel ephone or tel ephone
conference, fromactuaries of the NAIC or the Anerican
Acadeny of Actuaries.

@ROUP

The Comm ttee then di scussed the @xoup (At G oup) of

i ssues. Modst Menbers present concurred conditionally to
adopt Option 1: To be covered by the exception (second
prong), the specific itens or services provided nust be
covered by a risk sharing arrangenent. (No consensus
coul d be reached since there was no | onger a quorum.

The concern was expressed that concurrence woul d depend
on what falls within the definition of a risk sharing
arrangenent. One Menber representing pharnacies stated
that he could not concur because his constituency

provi des services under a capitated unbrella by getting
di scounts and rebates, and it was uncl ear whet her they
woul d qualify as risk. A Menber representing | aw
enforcers said that itens or services not wwthin a risk
sharing arrangenent sinply would no fit under prong 2.

#GROUP

Finally, the Conmttee addressed the #G oup (Pound G oup)
of issues, and the related i ssue noved fromthe >G oup
(see above), concerning what is a "witten agreenent."”
Option 1 was nodified to read:

A witten agreenent nust neet the foll ow ng
requirenents:

(1) set out in witing and signed by the parties
(2) specifies the itens and services covered by the
agr eement

(3) specifies the intervals at which distributions
wll be made

(4) specifies the fornmula for cal culating

i ncentives/penalties

(5) lasts at |east one year
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(6) the nethodol ogy for determ ning conpensation is
set in advance, is consistent wth actuarially sound
calculations in arnms-length transactions, and is not
determ ned in a manner that takes into account the
nunber of Federal fee-for-service beneficiaries
bei ng served under the contract.

One proponent of the option explained that the |ast part
was i ntended to address the problemof "pull through,"”
but m ght not be needed if the itens and services nust be
covered by the risk sharing arrangenent. The foll ow ng
needs/ concerns were identified:

. VWhat does "specifies" nean wth respect to itens or
services? If you have to list everything in a
package of services, this would be too nuch.

. What does it nean that the nethodol ogy nust be
consistent with actuarially sound principles? Could
you take this into account in the definition of
"substantial financial risk"” instead?

The Menber who raised the first concern suggested an
option that there be a general descriptor of the
services, which would be sufficient to define the
services according to community standards.

The neeting adj ourned at about 4:45 p.m

Next Meeting

The next nmeeting will start October 8 at 9:00 a.m and go
until 2:00 p.m on Cctober 10. The neeting will be held
in the sane place as the Septenber neeting: the AG
conference room Room 5542, of the Cohen Buil ding,
entered on C Street, S.W, between 3rd and 4th streets.
Anyone ot her than a Commttee Menber or designated

Al ternate who wi shes to attend should call Joel Schaer at
202-619-0089 by at least the day before the neeting to
facilitate entry into the building. The Conmttee Wl
conti nue di scussing options for resol ving the renaining
primary issues, including options generated by groups of
Menbers i n caucus using the process described above.
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ATTACHVENT A - LI ST OF PARTI Cl PANTS

Committee Menbers present for part or all of the nmeetinq:

Cheryl WMatheis, American Association of Retired Persons

Ken Burgess, Anerican Health Care Association

Mary R Grealy, Anmerican Hospital Association

Edward B. Hi rshfeld, Anerican Medi cal Association

Brent MIler, Anerican Medical G oup Association

Susan E. Nestor, BlueCross BlueShield Association

Charl es P. Sabatino, Consunmer Coalition for Quality

Heal th Care
M ssy Shaffer, Coordinated Care Coalition
Laura Steeves CGogal, Federation of Anerican Health
Syst ens

Eddie Allen, Health Industry Manufacturers Associ ation

Kyl anne Green, Health Insurance Association of Anerica

Fred Neppl e, National Association of |nsurance.

Stephen M Spahr, National Association of Medicaid Fraud
Control Units

M chael Wi den, National Rural Health Association

J. Mark Waxnman, The | PA Associ ation of America

Karen A. Mrrissette, Departnent of Justice

D. McCarty Thornton, Departnent of Health and Human
Services Ofice of the Inspector Ceneral

Alternate substituting for Commttee Mnber:

Mark Gal | ant, NACDS

Marjorie Powell, PhRVA

Mark Joffe, AAHP

Janet Stokes, |1 AA/ NAHU NALU

Al ternates attending and/ or substituting for Committee
Menber for part of the neeting:

Sandy Teplitzky, AHCA, Kathy N no, AMA;, Mary L. Koffner,
AMEA; Julie Sinon MIler, BCBSA;, Jonathon M Topodas,
CCC;, Brent Philips, TlIPAAA;, Bob Wallace, DQJ; Priscilla
Shoemaker, AHCA.
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ATTACHVENT B

Bal anced Budget Act Excerpts

SEC. 4001. ESTABLI SHVENT OF MEDI CARE+CHO CE PROGRAM
Sec. 1852(j)

(4) LIMTATIONS ON PHYSI Cl AN | NCENTI VE PLANS. - -

(A) I'n general.--No Mdicare+Choi ce organi zati on may
operate any physician incentive plan (as defined in
subparagraph (B)) unless the follow ng requirenents are
met :

(1i) If the plan places a physician or physician
group at substantial financial risk (as determ ned by the
Secretary) for services not provided by the physician or
physi ci an group, the organization--

(I') provides stop-loss protection . . . and
(I'l) conducts periodic surveys .
(B) Physician |ncent|ve pl an defi ned. --In this

par agraph, the term " physician incentive plan' neans any
conpensati on arrangenent between a Medi care+Choi ce
organi zati on and a physician or physician group that my
directly or indirectly have the effect of reducing or
[imting services provided with respect to individuals
enrolled with the organi zati on under this part.

Sec. 1855. (a) ORGANI ZED AND LI CENSED UNDER STATE
LA
(1) In general.--Subject to paragraphs (2) and (3), a
Medi car e+Choi ce organi zati on shall be organi zed and
licensed under State law as a risk-bearing entity
eligible to offer health insurance or health benefits
coverage in each State in which it offers a
Medi car e+Choi ce pl an.

* * *

(d) PROVI DER- SPONSORED CORGANI ZATI ON DEFI NED. - -

(1) IN GENERAL.--1In this part, the term
“provider-sponsored organi zation' means a public or
private entity--

(A) that is established or organized, and
operated, by a health care provider, or group of
affiliated health care providers,
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(B) that provides a substantial proportion (as
defined by the Secretary in accordance w th paragraph
(2)) of the health care itens and services under the
contract under this part directly through the provider or
affiliated group of providers, and

(C© with respect to which the affiliated providers
share, directly or indirectly, substantial financia
risk with respect to the provision of such itens and
services and have at least a majority financial interest
in the entity.

(2) SUBSTANTI AL PROPORTION. --In defining what is a
‘substantial proportion' . . . the Secretary--

(A) shall take into account the need for such an
organi zation to assune responsibility for providing--

(1) significantly nore than the majority of the
itens and services under the contract . . . through its
affiliated providers; and

(1i) nost of the remainder of the itens and services
. t hrough providers with which the organi zati on has
an agreenent to provide such itens and services, in order
to assure financial stability and to address the
practical considerations involved in integrating the
delivery of a wi de range of service providers;

(B) shall take into account the need for such
organi zation to provide a limted proportion of the
itens and services under the contract through providers
that are neither affiliated with nor have an agreenent
wi th the organi zation; and

(© may allow for variation in the definition of
substantial proportion anong such organi zati ons based on
rel evant differences anong the organi zations, such as
their location in an urban or rural area.

(3) AFFI LI ATI ON. - - For purposes of this subsection, a
provider is “affiliated" wi th another provider if,
t hrough contract, ownership, or otherw se--

(A) one provider, directly or indirectly, controls,
is controlled by, or is under common control with the
ot her,

(B) both providers are part of a controlled group of
corporations under section 1563 of the Internal Revenue
Code of 1986,

(C) each provider is a participant in a | awful
conbi nati on under which each provider shares substanti al
financial risk in connection with the organi zation's
operations, or
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(D) both providers are part of an affiliated service
group under section 414 of such Code.

(4) CONTROL. - - For purposes of paragraph (3), control
is presuned to exist if one party, directly or
indirectly, owns, controls, or holds the power to vote,
or proxies for, not less than 51 percent of the voting
rights or governance rights of another.

(5) HEALTH CARE PROVI DER DEFI NED. --1n this
subsection, the term “health care provider' neans--

(A) any individual who is engaged in the delivery
of health care services in a State and who is required by
State law or regulation to be licensed or certified by
the State to engage in the delivery of such services in
the State, and

(B) any entity that is engaged in the delivery of
health care services in a State and that, if it is
required by State |law or regulation to be |licensed or
certified by the State to engage in the delivery of such
services in the State, is so |icensed.

(6) Regul ations.--The Secretary shall issue
regul ations to carry out this subsection.

Shared Ri sk Exception | anguage from 8216 of HI PAA:

substantial financial risk for the cost or
utilization of the itenms or services, or a

conbi nation thereof, which the individual or entity
is obligated to provide
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ATTACHVENT C

Revised Optionsfor Resolving the Primary | ssues

* GROUP OF ISSUES

First two issues:

*

*

Does the language of the law (exception) cover anything but the top
relationship between MCO and first level contractor?
What constitutes an "organization"? (Can it be a provider? an IPA?)

Options developed before the September meeting:

*1

*2

*3

*4

If the primary agreement between an organization and an entity does
not meet the criteriathat qualify it for the exception, subordinate
relationships may still qualify for the exception if they meet the criteria.
An entity may simultaneously also be an organization even if it hasa
downstream agreement with another entity.

The exception does not cover anything other than the top relationship
between the MCO and the first level contractor.

An organization could be defined as a "health plan" under the current
safe harbors -- "an entity that furnishes or arranges under agreement
with contract health care providers for the furnishing of items or
services to enrollees, or furnishes insurance coverage for the provision
of such items and services, in exchange for a premium or afee, where
such entity: (i) Operates in accordance with a contract, agreement or
statutory demonstration authority approved by HCFA or a State health
care program; (ii) Charges a premium and its premium structure is
regulated under a State insurance statute or a State enabling statute
governing health maintenance organizations or preferred provider
organizations; (iii) Isan employer, if the enrollees of the plan are
current or retired employees, or is aunion welfare fund, if the enrollees
of the plan are union members; or (iv) Islicensed in the State, is under
contract with an employer, union welfare fund, or a company
furnishing health insurance coverage as described in conditions (ii) and
(iii) of thisdefinition, and is paid afee for the administration of the
plan which reflects the fair market price of those services." 42 C.F.R. §
1001.952(1)(2).
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*GROUP (cont.)

*5

*6

*7

If the exception applies to the primary agreement between an
organization and an entity (usually an agreement between a managed
care company and a provider group), the exception should also apply to
all agreements that are subordinate to the primary agreement.

The exception covers each contracting tier from the MCO (or other
payor) through to the provider of services

As used in the second part of the exception, the word "organization™
means a person or entity.

Options developed at the September meeting for the 1st prong of the
exception:

*Al

Only the first tier relationship would be protected under the first prong.
(Note: one Member reserved concurrence on this option.)

CONSENSUS reached at September meeting:

An FQHMO des not have to have a Medicare contract to be an "eligible
organization under section 1876."

Optionsclarified at the September meeting for the 2d prong of the
exception:

*A2
*B2

*C2

Only a health plan can be an "organization." (See *4 above)

Each contracting tier from the MCO (or other payor) through to the
provider of services would be protected. (See *6 above.)

Lower tiers could be protected, but only if protected above.
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Third issuein *GROUP:

* If exception only appliesto the first tier, is everything below a
kickback?

Options developed before the September meeting:

*8  Evenif the exception only appliesto thefirst tier, it does not mean that
the downstream arrangements are necessarily kickbacks. Simply
because something does not fall within a safe harbor does not mean that
itisper seillegal.

*9  None (don't agree with the premise of the issue).

CONSENSUS reached at September meeting: concur in Option *8
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> GROUP OF ISSUES

First threeissuesin >GROUP (as modified at September meeting):

> Does the exception cover anything other than what the provider
provides directly?
> Do the items or services need to be "necessary" ?

> Who is an entity or individual providing services and do the services
need to be medical in nature or can they be other?

Options developed before the September meeting:

>1  Only what the provider provides directly or is financially responsible
for (subcontract).

>2  Whatever the provider
- provides directly
- isfinancially responsible for
- can be rewarded for.

>3 Under part 1l of the exception all of the items and services that the
provider provides directly or isfinancially obligated to provide are
protected.

>4 The exception should apply to items and services the contractor is
obligated to provide according to the terms of the contract, even if they
are not listed with detailed specificity. Requirements should be
reasonable and in no case more stringent than those required under the
discount safe harborsin current law.

>5  Theitems and services must be listed specifically in the written
agreement to be included within the exception and must be medically
necessary.

>6  Theitemsand services must be medical items, devices, supplies, or
services paid for in whole or in part by a Federal health care program
and provided to a health plan enrollee, where the payments for such
items or services are covered by such contract or agreement.

>7  Anentity or individual providing services should be defined broadly.
Their services may not be exclusively medical in nature.

>8  The exception covers services that the provider provides directly,
services that the provider is responsible for arranging for and services
for which the provider is at risk.
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>GROUP (cont.)

>9 A determination of medical necessity need not be made as one
condition for qualifying for the exception. The written agreement does
not need to specifically list the services as long as the services covered
under the agreement are written with sufficient specificity that the
parties understand the serves that need to be provided under the
agreement.

>10 For purposes of the second part of the exception, an entity or individual
providing services refers to any individual or entity that contracts to
provide or arrange for health services.

I ssuesregarding the 2d prong, as clarified at the September meeting:

> Which of the following categories of items or services, or a
combination thereof are covered by the 2d prong of the exception:

Category 1. Those the individual or entity provides directly by
employees.

Category 2. Those the individual or entity is financially responsible for
(including subcontracts if the individual or entity pays the
subcontractor, the MCO pays the subcontractor on behalf of the
individual or entity, or the subcontractor is paid by reinsurance the
individual or entity has obtained).

Category 3. Those for which the individual or entity does not receive
payment but for which the individual or entity may be rewarded:
Subcategory A. Those where thereis a close relationship between the
compensation the individual or entity receives and particular items or
Services.

Subcategory B. Those where compensation is tied collectively to
efficiencies.

CONSENSUS reached at the September meeting:

Categories 1. and 2. are covered by the phrase "obligated to provide."
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>GROUP (cont.)
Options developed at the September meeting:
>A2 Include all of Category 3.

>B2 Exclude all of Category 3.
>C2 Include Subcategory A. (of Category 3), but not Subcategory B.

Fourth issue from >GROUP:

> Items or services. . . "obligated to provide" -- does it mean by contract
or by statute?

CONSENSUS reached at July meeting:

"Obligated to provide" means obligated by the written agreement.
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®GROUP OF ISSUES (Note: the Committee agreed these are 2d prong
ISsues.)

° Is "substantial financial risk" interpreted broadly (generalized test) or
narrowly (bright line test)?

° Can "substantial financial risk" be defined in nonnumerical termsto
allow flexibility in MC arrangements but preserve not encouraging
over utilization?

o What is the effect of pooling risk on whether it's " substantial financial
risk"?

Options developed before the September meeting:

o1  Substantial financial risk should be expressed in terms of the
percentage of net revenue at risk. This percentage should be set at 25%
or higher (on an actuarially sound basis) because it seems that such a
percentage is necessary in order to have physicians change their
behavioral patterns.

o2  Substantial financial risk should be defined to be such risk as will
provide a disincentive to provide more services or items.

o3  Substantial risk should be defined in nonnumerical termsto assure that
its application will be relevant to risk arrangements that may not exist
now but could be developed in the future.

e4  For any specific arrangement to fall within the safe harbor, each
arrangement would have to put the provider at substantial financial

risk.

o5  "Substantial financial risk" should be interpreted broadly through a
generalized test.

e6  "Substantial financial risk" should be interpreted narrowly as a bright
line test.

e/  "Substantial financia risk" can be defined in nonnumerical termsto
alow flexibility in MC arrangements but preserve not encourage
overutilization.

o8  Thepooling of risk reduces the amount of risk, which may or may not
result in arisk arrangement no longer considered substantial financial
risk.
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®GROUP (cont.)

Option for resolving the third issue (pooling), as modified at September
meeting:

oA

The risk within each written agreement must be "substantial financial
risk."

(Note: the Committee reached Qualified Consensus to adopt this
option.)

Optionsfor resolving the first two issues developed at September
meeting:

oA

oB

oC

oD

oE

oF

Any risk that is downside (foregoing something that the individual or
provider might otherwise be entitled to, such as an agreed to fee) would
be considered substantial.

Two components: 1) have arequirement for a bonus, withhold, or
other incentive for efficient behavior and state the principles behind
this; and 2) include an element to add credibility (for example, actuarial
soundness to prevent a "sham™)--a recognizable standard.

Hybrid test that would construct a bright line test to protect some
arrangements, and then set out principles that could be used to analyze
other arrangements (for example, whether the arrangement is
commercially reasonable).

Look at the intended purpose and effect of the arrangement regarding
cost and quality, and then look at the actual effect of the arrangement,
setting out factors for analyzing it.

Two parts, with capitation covered and a "quantity-based" test, the
purpose of which is to define the degree of incentive needed to prevent
overutilization, which could vary by type and size of provider.
Combination of: A. Bright line tests that you could meet to be
protected; and B. A series of factors that, if met, would aso protect the
arrangement.

+ GROUP OF ISSUES: (Note: these are 2d prong issues.)

+

+

What is"risk sharing"? [Does| straight capitation sufficiently

constitute risk sharing?

What is a risk sharing arrangement?
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Options developed before the September meeting:

+1

+2

A risk sharing arrangement is one in which at least some "real" risk is
transferred to a second party. The first party need only retain ultimate
liability for the services. For example, in a straight capitation from an
MCO to a capitated primary care provider, amost all of the risk for
primary care services has been transferred to the provider. However, if
the provider fails to provide the required care under the agreement with
the MCO, the MCO remains responsible to find another provider to
provide primary care services.

Risk sharing refers to any arrangement that includes the transfer of risk
from one entity to another entity. Straight capitation constitutes risk
sharing.

Option as modified at the September meeting:

+A

A risk sharing arrangement is one in which at least some "real” risk is
transferred to or shared with a second party. The first party need only
retain ultimate liability for the services. For example, in astraight
capitation from an MCO to a capitated primary care provider, almost
all of therisk for primary care services has been transferred to the
provider. However, if the provider failsto provide the required care
under the agreement with the MCO, the MCO remains responsible to
find another provider to provide primary care services.

(Note: The Committee reached a Qualified Consensus to adopt this
modified option.)
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@ GROUP OF ISSUES:

@ To be covered by the second prong [ of the exception], must the specific
items or services provided be covered by a risk sharing arrangement?

Options developed before the September meeting:

@1 To be covered by the exception, the specific items or services provided
must be covered by arisk sharing arrangement.

@2 To be covered by the second prong (of the exception), the specific
items or services need not necessarily be health services.
(Note: this option was withdrawn.)
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# GROUP OF ISSUES:

#

#

What constitutes a "written agreement” (terms, s.a. services, duration .
.)?

Do the items or services have to be specifically listed in the written
agreement to be subject to the exception? (Moved from >GROUP.)

Options developed before the September meeting:

#1

#2

#3

A written agreement must meet the following requirements:

(1) set out inwriting and signed by the parties

(2) specifiestheitems and services covered by the agreement

(3) specifiestheintervals at which distributions are paid

(4) specifiesthe formulafor calculating incentives/penalties

(5) lasts at least one year

(6) the capitation is set in advance, is consistent with actuarially sound
calculations in arms-length transactions and is not determined in a
manner that takes into account the number of Medicare
beneficiaries being served under the contract.

A written agreement should be defined to include only those elements

that are necessary to assure that it can be determined that the

relationship between an organization and an entity is not asham. The

number of these elementsis few and should not exceed those required

under the existing safe harbors.

A written agreement is alegally binding written contract.

Options developed or modified at the September meeting:

#A

#B

A written agreement must meet the following requirements:

(1) set out in writing and signed by the parties

(2) specifies the items and services covered by the agreement

(3) specifiesthe intervals at which distributions will be made

(4) specifies the formulafor calculating incentives/penalties

(5) lasts at least one year

(6) the methodology for determining compensation is set in advance, is
consistent with actuarially sound calculations in arms-length
transactions, and is not determined in a manner that takes into account
the number of Federal fee-for-service beneficiaries being served under
the contract.

Substitute for "specifies the items or services' (in the option above) a
general descriptor of the services that would be sufficient to describe
the services under community standards.
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~ GROUP OF ISSUES:
~ Difference, if any, between withhold and bonus.

~ No difference because a withhold could always be made to look like a
bonus and vice versa.

~ There is no meaningful distinction between awithhold and abonus. Both
should be recognized as elements of legitimate risk sharing arrangements
between organizations and entities.

CONSENSUS reached at September meeting:

For purposes of thisrule, thereisno functional difference between awithhold
and a bonus.

D GROUP OF ISSUES

D What's the significance of "or combination™ thereof?

CONSENSUS reached at July meeting:

The significance of "or acombination” thereof is that the risk can be for items,
services, or both.
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Q GROUP OF ISSUES:

Q

QOO0

How do you incorporate the evaluation of quality in IV [ of the factors to
consider] into the criteria for “substantial financial

risk”?

Integration of “downstreaming ”and quality of care as criteria

Is quality of care an anti-kickback concern?

How do you incor porate the evaluation of quality in the factorsto be
considered for “substantial financial risk”?

Options developed before the September meeting:

Q1

Q2

Y es, quality of careis an antikickback concern. “Substantial financial risk”
should include meaningful incentives for quality of health care services.
Financial incentives for quality of care should be reflected in the written
agreement in the form of financial contingencies connected to measurable
outcomes. Incentives should be evidenced by requirements for efforts to
evaluate and improve the quality of care given and publication of the same;
the collection and submission of encounter data, patient and provider
satisfaction data, and complaint and appeal s use and outcome data; and the
disclosure of the risk sharing arrangement to patients.

Quality factors can be incorporated by denying the exemption where the
licensed entity has been found to be out-of-compliance with Federal or state
guality standards or where the MCO or other organization that has been
delegated the quality oversight function has found that the provider failsto
meet quality standards imposed by the MCO or the delegated entity. Quality
of careisnot an anti-kickback concern [although it is critically important, and
therefore the anti-kickback law should not be extended to include quality
factors except to the limited extent stated above].

Options developed/modified at the September meeting:

QA

QB

QC
QD

Written agreement must include incentives to meet quality standards.
(Possible modification: incentives could merely incorporate existing
standards, rather than adding new ones.)

Address quality concerns as part of defining what is " substantial financial
risk"--by not setting the level too high or by requiring that something bein the
contract if the level is set high so asto cause a concern for underutilization.
Say that, if aprovider isout of compliance with aquality standard, the
exception would not apply.

The written agreement would include incentives to meet existing standards.
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Q GROUP (cont.)

QE If thereisan existing law or accreditation standard that appliesto the provider,
accept that; require that there be an incentive in the written agreement only
where no existing law or accreditation standard applies; also, you would not
need an incentive for any group that contracts with an MCO that is accredited
or subject to existing laws on quality, because the MCO would have an
obligation to ensure that quality standards were met.

QF  Add nothing new, but say that the overall quality test would be whether the
arrangement provides an incentive to overutilization.

QG Haveintherulethat quality of care oversight must flow down.



